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NEW DELHI, TUESDAY, JULY 11,2000/ASADHA 20,1922 


WllWi 3^ MRoIK ebc^lUI 
(wiw ) 

^ 10 iJcTlt, 2000 

W. 596( 31).—3TTN(^r 3(tT JRmFT TTRlft 1946 ^ sfk TRfm cf57^ cp Spf^iTg -pTSTifT SPT 

ITTiW uTT cP^ TTJcPKy iic^Mt IfdIpcbK ^ ^ q?^rl, 3Tmt?t 3ik flWH vBUTJIt 

1940 (1940 cPT 23) cff] EHTT 12 3ft7 33 5R[ cPT RTfm cpi?^ fij cpt 1TWRT 

%, vicKi ETRTOT cj>l’ arf^rsn qft ^iFTcpT^ cp (Srcp aurt^ '6H cffi 

itRTcRT t. ncPTftRT 1 3lt? ijcRT ^ 13jg5i wm t^rarft Ti ij^iT crr^«5 ia l^wcpi ^ 

gff alM ^ arfspgtnr aaBTf^ gft vilTcft t, m ofRft t 

qfr 31c[ftT cpt TUnf^ I^cTKI^ UfTW I 

j 

OT5PT ?Tr ^gsnq. cj^(^ TTf^rq. ^1? qRciK cpc^»i q^rroiq, ^frar wcpk flqW i-Tcr 

t^ccft-110011 TNtftjfT vjrrij i 


^ wq f^’ ^ ^q%T 1^ siorfir ^ Trqrfqr ^ wqr ^ ^ 

STT^ Tfr qi W^bK IRI fqiqT qJTIJTTT I 

■qi?^ fwi 

1. (i) ^ Pjqql qT!uf^TqrqrqstqfNs^hcqnrtiq niqy) qfq^(Ti?fti^q) fwi, 200011 
(2) iMqjf fqqqt % Mi'^q % qq^i^FT qr 1^ 1 


1888 Gi/2000 


(1) 
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2 3#? Tfim TTTFTft 1945 cfit P ‘F^T Tf. 28 sfK gV 

TTETRI f^ferr^^ri :VRT;WltTcT ^IPpTr, mife > 


3TT^ ?f5T cpft ^ ^ TfiRT #7 ^ 


“29. ■>TF?^ gfr g'lr^gi TTfSrf^TPT ^ Wim 4 cf> ifk ?T^#T fipnT;j 

gRI 3iq%cT t fTjI ^ AnlcHfeTd ^ cp 3 TE[h ^ fIJ ijcjl 
f7r?F7T argsrf^ ^ ^TP-itci :- 

(i) 3fFTi^. 3!FHT TRcfIR gRT vPRTTPtF 

<F^ gRI vWRej ^ cpt PRW 

<4niTfl 1 


(ii) 

(iii) 


30. Tftgr^ ^ TiTFra' gcT RifchTTir 

H^ilcTg gRI ■cRTT'? TiTT ^ 4)51, ^ WIR- 
'ITRd .'M'WgRTI, TflPI, "TRtgg^flc^ 3^R 4vlcv^ 
^ ^ sicrf^ gf}^ TfjcRtr/^ 

gRT TTiJ^ at? TRlfel Tr?ll 
RRcI W I 


^cfn gi5 iwT^ a1?ign^ ^ 

STj^RBEn R i 

OTTttr ir^ cyV^ gr ^ gRi cf)t ?wft ^ 

^ l^iRi tp srprf^ ^773dT % I ^ gRR 4^ 
ttPI^ I^RPi ai'il^Rti sfR vJHcfTi 

TTRii cian tgf ^wsar afR ftf^ptciTafT w sfugiRjfi cp 
TIR afR dd rW ^ ><1 P'141 ^ gPT afR dg f^F? 
5igra 1^ T? t, ^ 1 "4 af^id'y aRjRdM ^ aRfFi 
gRT f^^feRT cF dMePg ^ 
v4T d^iSRI cR feF! TJT ^ ^ TTgRTI ^ I 

ct7 ajRiRT 4 cp TT»f( afR 

«RPI gxj PRR tSRcfJ gRT aFTtSRT ^ fcRTig 

7TT 1?RRR g) T<R?J Rigg Tgg TTWT, 
•JtgTT’g at? TfRgR^ 'efS ^ gg Hdlvlg 

TF arpt^ gr aRF^ ^ g? PTRioTRrd ?i?it 

cF a^frg ^ ;- 

(i) ^ anaig ggcfRi ^ Wf gg 

liirpT, TRRggFg gl Tiggg gR»I l^lg^ RFl 
■aairfTgj angTg ggcfRr ?icg IftRii ^ tRr^ 
aig^ ^ I 
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(ii) 


(ui) 


(iv) 


(V) 


ii tpsi fticjvrill Stft^PPT^ ^ ^1?}^ 

f^^?R 3?k q^cm sTtf^r ^ 

f^Rcp qm 1 ^^rq 122-15 cjff (i) ^ 
fc l Rf^ ti I 






^i i vvPl M 


T^qvif cp tJTc^ <iw';'^l ^ “ tcJ'W ^Hcf 

^’' qpTTirrq^ 

T^rT/MT^.^.I n qfcRsft, sqci^Rg-^t 
lysg ql^fuR, HdRqi ^ ^ 

cpqi »Ri q^Jlsm R>3; I 
5^^ Tf ?cJtT cF q^SR^T qj iRTtRT 
^fcRRtRT?qcp FHH I 

qm^qr 1^ ^ £^ 5Ri 
q^IsM ^ ^ ^ ^ewT 
^ 5RI t^RTT qnrpTT-^ff? 37^1 
TT vjwT cf> 1^ OTdsi f^iRTr 
ummr f’ 


[■?r. \<4 h- 11014/7/99-'^.T^.T^. Tro^-qt.lT7?,1^, ] 

f^qq ?ro ^lo Rfo W4r u,i> 28-10/45 |ji|[ F^iq; 21.12-1045 ski HTiR'iq 

F^^rr qtT zj 31)^ siRciqqR 7?10 qrro f^U SKI 

r^I qqr «fl 1 1-51979 qqi»i'.IllFy?I ailqvt trq jroiqq T^qq, l945,FlR=e7 ( t^ij qftqK 

^TTr^qni Tiqiviq jj^^ip^q f^iqqjj ^^5 3|lqRr irq xpjjTjR 3lRff?7rn, 1040 Ij'?! • ^ .''•IF. <'.9 , n.q . - 

61 f qivF Fiqil^R 3ifxlft|n^ t; I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 10th July, 2000 

G.S.R. 596(E).— The following draft of certain rules further to amend 
the Drugs and Cosmetics Rules, 1^45, which the Central Government proposes 
to make, after consultation wif-K the Drugs Technical Advisory Board, in 
exercise of the powers conferrM W sections 12 and 33 of the Drugs and 
Cosmetics act, 1940 (23 of 194f), Is hereby published as required by the said 
sections for the information of .xll persons likely to be affected thereby 
and notice is hereby given that tUe said draft rules will be taken into 
consideration after the expiry of a period of forty-five days from the date 
on which the copies of the Offi.;:lail Gazette in which this notification is 
published, are made available LD the public. 
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Objections or suggestions, Lf any, may be addressed to the Secretary, 
Ministry of Health and Family Welfare, Government of India, Nirman Bhawan, 

Hew Delhi-110 Oil. 

Any objections or suggestions which may be received from any person with 
respect to the said draft rules within the expiry of the period specified above 
will be taken into consideration by the Central Government. 


)RAFT RULES 

I ( 1 ) These rules may be called the Drugs and Cosmetics (fifth Amendment Rules, 2 OO 0 ). 

They shall come into fcnrcc- on the publication of the final draft of these 
rules in the Official Gazette. 

2. In SCHEDULE K to the Drugs a’vd Cosmetics Ruls , 1945 after item number 

28 and the entries relatinj thereto, the following shall be inserted, namely 


Class of Drugs 


Extent and condition of Exemption 


"29. Morphine Tablets The provisions of Chapter IV of the Act and 

the Rttles made thereunder which require them 
to be covered by a sale licence, subject to the 
following conditions, namely 

(i) The drug shall be supplied by the Palliative 
Care Centres approved by the State Government 
to terminally ill cancer patients, 

(ii) The drug shall be kept under the custody of 
the Medical Officer in charge of the said 
Centre. 

(iii) The drug shall be purchased from a dealer or 
a manufacturer who holds licence under these 
rules, and records of such purchases showing 
the names and quantities together^jwith their 
batch numbers, and names and addresses of the 
manufacturers or dealer and the names and 
addresses of the patients to whom supplies 

Wave been made shall be maintained. Such 
records shall be open to inspection by an 
fnspector appointed under the Act, who may also 
take samples for test. 


30. Whole Human Blood collected 
and transfused by Centres 
run by Armed Forces Medical 
Services, Ministry of 
Defence, in border areas, 
small mid-zonal hospitals. 

FieId/Ambulances/Mobile 
Ambulances locatted in bord -t 
sensitive and field areas. 


All the provisions of Chapter IV of the Act and 
Rules thereunder which require them to be covered 
by a licence to operate a Blood Bank for collection 
storage and processing of whole human blood for 
sale or distribution subject to the following 
conditions 

(i)' These Centres shall collect, process and 
transfuse blood in emergent situationr which 
require life saving emergency surgeries/ 
transfusion. 



[■HFT II— 3 ( 1 )] ■mm ^ TTSm ; 3 TOT»-:m 3 ’T 

(ii) These Centres shall be under the active 
direction and personal supervision of a qualified 
Medical Officer, possessing the qualifications 
specified in conditions (i) of Rule 122 - <5 
Clii)Each blood unit shall be tested before use 
^or freedom from HIV I and II antibodies. 
Hepatitis B surface antigen, malarial parasites 
#nd other tests specified under the monograph 
''Whole Human Blood" in current edition of Indian 
E harmacopoeia. 

(iv) These Centres shall have adequate 
Infrastructure facilities for storage of blood. 

(v) It shall be ensured that the blood collected 
■nd tested by such Centres shall be transfused 
by the Centre itself and shall not be made 
available for use of other Hospitals." 

|No X-n014/7/9V-DMS & PFA| 

DEEPAK GUPTA, it Secy 


Note.— 

The principal rules were published in the Official Gazette 
vide Notification No, F-28-10/45-H(1), dated the 21st December, 1945 
and last amended vide GSRiSci, (E) * dated olt The Drugs and 

Cosmetics Rules, 1945 as amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Act, 1940 (PDGHS-61) 


Pnnted by the Manager. Govt, of India Press. Ring Road, Mayapun, i\ew Delhi-110064 
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